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(1) The request is not related to a 
named individual or entity; 

(2) The same, or substantially the 
same, course of action is under inves-
tigation, or is or has been the subject 
of a proceeding involving the Depart-
ment of Health and Human Services or 
another governmental agency; or 

(3) An informed opinion cannot be 
made, or could be made only after ex-
tensive investigation, clinical study, 
testing, or collateral inquiry. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 

§ 1008.18 Preliminary questions sug-
gested for the requesting party. 

(a) The OIG may establish and main-
tain a set of questions corresponding to 
the categories of opinion subject mat-
ter as set forth in § 1008.5(a) of this part 
as appropriate. The questions will be 
designed to elicit specific information 
relevant to the advisory opinion being 
sought; however, answering the ques-
tions is voluntary. 

(b) Questions the OIG suggests that 
the requestor address may be obtained 
from the OIG. Requests should be made 
in writing, specify the subject matter, 
and be sent to the headquarter offices 
of the OIG. 

(c) When submitting a request for an 
advisory opinion, a requestor may an-
swer the questions corresponding to 
the subject matter for which the opin-
ion is requested. The extent to which 
any of the questions is not fully an-
swered may effect the content of the 
advisory opinion. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 

Subpart C—Advisory Opinion Fees 

§ 1008.31 OIG fees for the cost of advi-
sory opinions. 

(a) Responsibility for fees. The re-
questor is responsible for paying a fee 
equal to the costs incurred by the De-
partment in responding to the request 
for an advisory opinion. 

(b) Payment Method. Payment for a 
request for an advisory opinion must 
be made to the Treasury of the United 
States, as directed by OIG. 

(c) Calculation of costs: Prior to the 
issuance of the advisory opinion, the 

OIG will calculate the costs incurred 
by the Department in responding to 
the request. The calculation will in-
clude the costs of salaries and benefits 
payable to attorneys and others who 
have worked on the request in ques-
tion, as well as administrative and su-
pervisory support for such person. The 
OIG has the exclusive authority to de-
termine the cost of responding to a re-
quest for an advisory opinion and such 
determination is not reviewable or 
waiveable. 

(d) Agreement to pay all costs. (1) By 
submitting the request for an advisory 
opinion, the requestor agrees, except as 
indicated in paragraph (d)(4) of this 
section, to pay all costs incurred by 
the OIG in responding to the request 
for an advisory opinion. 

(2) In its request for an advisory 
opinion, the requestor may request a 
written estimate of the cost involved 
in processing the advisory opinion. 
Within 10 business days of receipt of 
the request, the OIG will notify in 
writing of such estimate. Such esti-
mate will not be binding on the Depart-
ment, and the actual cost to be paid 
may be higher or lower than estimated. 
The time period for issuing the advi-
sory opinion will be tolled from the 
time the OIG notifies the requestor of 
the estimate until the OIG receives 
written confirmation from the re-
questor that the requestor wants the 
OIG to continue processing the request. 
Such notice may include a new or re-
vised triggering dollar amount, as set 
forth in paragraph (d)(3) of this section. 

(3) In its request for an advisory 
opinion, the requestor may designate a 
triggering dollar amount. If the OIG es-
timates that the costs of processing 
the advisory opinion request have 
reached, or are likely to exceed, the 
designated triggering dollar amount, 
the OIG will notify the requestor. The 
requestor may revise its designated 
triggering dollar amount in writing in 
its response to notification of a cost es-
timate in accordance with paragraph 
(d)(2) of this section. 

(4) If the OIG notifies the requestor 
that the estimated cost of processing 
the request has reached or is likely to 
exceed the triggering dollar amount, 
the OIG will stop processing the re-
quest until such time as the requestor 
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makes a written request for the OIG to 
continue processing the request. Any 
delay in the processing of the request 
for an advisory opinion attributable to 
these procedures will toll the time for 
issuance of an advisory opinion until 
the requestor asks the OIG to continue 
working on the request. 

(5) If the requestor chooses not to 
pay for completion of an advisory opin-
ion, or withdraws the request, the re-
questor is still obligated to pay for all 
costs incurred and identified by the 
OIG attributable to processing the re-
quest for an advisory opinion up to 
that point. 

(6) If the costs incurred by the OIG in 
responding to the request are greater 
than the amount paid by the requestor, 
the OIG will, prior to the issuance of 
the advisory opinion, notify the re-
questor of any additional amount due. 
The OIG will not issue an advisory 
opinion until the full amount owed by 
the requestor has been paid. Once the 
requestor has paid the OIG the total 
amount due for the costs of processing 
the request, the OIG will issue the ad-
visory opinion. The time period for 
issuing advisory opinions will be tolled 
from the time the OIG notifies the re-
questor of the amount owed until the 
time full payment is received. 

(e) Fees for outside experts. (1) In addi-
tion to the fees identified in this sec-
tion, the requestor also must pay any 
required fees for expert opinions, if 
any, from outside sources, as described 
in § 1008.33. 

(2) If the OIG determines that it is 
necessary to obtain expert advice to 
issue a requested advisory opinion, the 
OIG will notify the requestor of that 
fact and provide the identity of the ap-
propriate expert and an estimate of the 
costs of the expert advice. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998; 73 FR 15939, Mar. 26, 
2008] 

§ 1008.33 Expert opinions from outside 
sources. 

(a) The OIG may request expert ad-
vice from qualified sources on non- 
legal issues if necessary to respond to 
the advisory opinion request. For ex-
ample, the OIG may require the use of 
appropriate medical reviewers, such as 
quality improvement organizations, to 

obtain medical opinions on specific 
issues. 

(b) The time period for issuing an ad-
visory opinion will be tolled from the 
time that the OIG notifies the re-
questor of the need for an outside ex-
pert opinion until the time the OIG re-
ceives the necessary expert opinion. 

(c) Once payment is made for the cost 
of the expert opinion, as set forth in 
§ 1008.31(e) of this part, either directly 
to the expert or otherwise, the OIG will 
arrange for a prompt expert review of 
the issue or issues in question. Regard-
less of the manner of payment, the ex-
pert’s work and opinion will be subject 
to the sole direction of the OIG. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38325, July 16, 1998] 

Subpart D—Submission of a For-
mal Request for an Advisory 
Opinion 

§ 1008.36 Submission of a request. 

(a) A request for a formal advisory 
opinion must be submitted in writing. 
An original and 2 copies of the request 
should be addressed to the headquarter 
offices of the OIG. 

(b) Each request for an advisory opin-
ion must include— 

(1) To the extent known to the re-
questor, the identities, including the 
names and addresses, of the requestor 
and of all other actual and potential 
parties to the arrangement, that are 
the subject of the request for an advi-
sory opinion; 

(2) The name, title, address, and day-
time telephone number of a contact 
person who will be available to discuss 
the request for an advisory opinion 
with the OIG on behalf of the re-
questor; 

(3) A declaration of the subject cat-
egory or categories as described in 
§ 1008.5 of this part for which the advi-
sory opinion is requested. To the ex-
tent an individual or entity requests an 
advisory opinion in accordance with 
§§ 1008.5(a)(3) or (a)(5) of this part, the 
requesting individual or entity should 
identify the specific subsections of sec-
tions 1128, 1128A or 1128B of the Act or 
the specific provision of § 1001.952 of 
this chapter about which an advisory 
opinion is sought: 
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